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DETAILED ACTION 
Status of the Application 

1. Claims 1-15 have been examined in this application. This communication is the first 
action on the merits. As of the date of this communication no IDS (Information Disclosure 
Statement) has been filed on behalf of this case. 

Claim Rejections - 35 USC §101 

2. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title, 

3. Claims 1-15 are rejected under 35 U.S.C. 101. The claimed invention is directed to non- 
statutory subject matter. The methods of claims 1 and 2 merely recite a process of making 
certain estimates and determinations from data. It is not clear from body of the claim and the 
specification whether these determinations or estimates are derived at by using some algorithm 
or process developed by the inventors or whether the inventors are making a subjective 
assessment of the data to arrive at the estimates and determinations. 

The examiner recommends amending these claims so that they clearly recite how the 
"estimating" and "determining" steps in the invention are performed. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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5. Claims 1-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over US Patent 
Number 5,860,917 to Comanor in view of "Influence of Pharmacokinetic and Pharmacodynamic 
Principles on Antibiotic Selection" by Zhanel (hereinafter referred to as Zhanel). 
(A) As per claims 1-2, Comanor teaches method for estimating the survival or mortality rate 
of patients with a fatal infectious disease following an antibiotic treatment and methods of 
providing evidence for treating a fatal infectious disease using the estimated survival rate or 
mortality rate of the patients (Comanor: Abstract), the methods comprising: 

(c) estimating the survival rate or the mortality rate of the antibiotic-treated patients based 
on (1) the survival rate or the mortality rate of the controlled patients, and (2) the organism 
(antigen) eradication rate (Comanor: Col. 5, Ln. 49-67). 

Comanor does not teach the following steps which are taught by Zhanel: (b) determining 
a correlation between (1) the organism eradication rate of the antibiotic and (2) the dose regimen 
of the antibiotic (Zhanel: Abstract — Sentence 3) not does Comanor teach the step (d) of 
determining the effective dose of regimen of the antibiotic by targeting the survival rate or 
mortality rate of the antibiotic-treated patients (Zhanel: Abstract — Sentences 2 and 3). At the 
time of the invention, it would have been obvious for one of ordinary skill in the art to have 
modified the method of Comanor with the aforementioned step from Zhanel with the motivation 
of having a more enhanced means of evaluating the efficacy of antibiotics, as recited in Zhanel 
(Sentence 1). 

The combined method of Comanor in view of Zhanel does not teach step (a) determining 
the survival rate or the mortality rate of controlled patients with the same diseases, the controlled 
patients receiving no treatment, or receiving a placebo or an inactive treatment. However, the 
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examiner takes Official Notice that this feature is well known in the art. At the time of the 
invention, it would have been obvious for one skilled in the art to modified the combined method 
of Comanor in view of Zhanel with the above mentioned feature with the motivation of having a 
control group when conducting a study of the antibiotic so that the control group could be used 
as a baseline comparison against the group receiving the antibiotic. 

(B) As per claim 3, in the combined method of Comanor in view of Zhanel the correlation 
between the organism eradication rate and the antibiotic dose regimen is derived utilizing the 
characteristics of the patient (Comanor: Col. 5, Ln. 49-53). 

(C) As per claims 4-6, the combined method of Comanor in view of Zhanel does not 
specifically mention the specific diseases and antibiotics that are recited in these claims, 
however, Comanor recites that the method it teaches is useful for evaluating the likelihood of a 
patient's responsiveness to a treatment regimen for treating a disease. Therefore, the examiner 
takes Official Notice that at the time of the invention, it would have been obvious for one of 
ordinary skill in the art to have used the method of Comanor for determining the effectiveness of 
one of the recited antibiotics for treating one of the recited diseases with the motivation of having 
a means of evaluating the likelihood of a patient's responsiveness to a treatment regimen for 
treating the disease as recited in Comanor (Col. 4, Ln. 50-55). 

(D) As per claim 7, in the combined method of Comanor in view of Zhanel the organism 
eradication rate is the one against the organisms causing the disease or one against similar 
organisms susceptible to the antibiotic (Comanor: Col. 5, Ln. 12-19 and Ln. 38-68). 

(E) As per claim 8, in the combined method of Comanor in view of Zhanel the organism 
eradication rate is obtained from human and animal studies (Comanor: Col. 5, Ln. 15-19). 
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(F) As per claim 9, in the combined method of Comanor in view of Zhanel the organism 
eradication rate reflects time-dependency of the percentage or the ratio of the patients with a 
positive culture of the organisms, relative to the total number of patients initially infected with 
the organisms (Comanor: Col. 4, Ln. 16-21 and Claim 10). 

(G) As per claim 10, in the combined method of Comanor in view of Zhanel the 
pharmacodynamic market is AUC/MIC (Zhanel: Abstract — Sentence 4). The motivation of 
making the above mentioned modification to the method of Comanor is the same as that set forth 
in the rejection of Claim 1. 

(H) As per claim 1 1, in the combined method of Comanor in view of Zhanel the characteristic 
of the patient is their age and gender (Comanor: Col. 5, Ln. 49-53). 

(I) As per claim 12, in the combined method of Comanor in view of Zhanel the characteristic 
of the patient is demographic variables (Comanor: Col. 5, Ln. 49-53). 

(J) As per claim 13, the combined method of Comanor in view of Zhanel does not teach that 
the estimated survival rate or the estimated mortality rate in the antibiotic-treated patients are 
verified by comparing the estimation with the observed survival rate or the observed mortality 
rate in antibiotic-treated patients, however, the examiner takes Official Notice that the general 
concept behind this step (comparing the hypothesis (estimate) to actual (observed) date) is well 
known in the art and at the time of the invention it would have been obvious for one of ordinary 
skill in the art to have modified the combined method of Comanor in view of Zhanel with this 
aforementioned step with the motivation of having a means of confirming or rejecting a proposed 
hypothesis based on the results obtained from the patient trials. 
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(K) As per claim 14, in the combined method of Comanor in view of Zhanel the correlation 
consists of statistical equations (Comanor: Col. 6, Ln. 24-46). 

(L) As per claim 15, in the combined method of Comanor in view of Zhanel the effective 
dose regimen is a dose regimen that results in increases in the patient survival or decreases in 
patient mortality rate (Zhanel: Abstract — All Sentences). 

Conclusion 

6. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

"Suboptimal Antibiotic Dosage as a Risk Factor for Selection of Penicillin-Resistant 
Streptococcus pneumoniae : In Vitro Kinetic Model;" by Inga Odenholt discusses various 
methods of modeling the chances of a patient surviving a disease after they have been treated 
with a certain antibiotic. 

7. Any inquire concerning this communication or earlier communications from the 
examiner should be directed to Vivek Koppikar, whose telephone number is (571) 272-5109. 
The examiner can normally be reached from Monday to Friday between 8 AM and 4:30 PM. 

If any attempt to reach the examiner by telephone is unsuccessful, the examiner's 
supervisor, Joseph Thomas, can be reached at (571) 272-6776. The fax telephone number for 
this group is (703) 872-9326 (for official communications including After Final communications 
labeled "Box AF"). 

Another resource that is available to applicants is the Patent Application Information 
Retrieval (PAIR). Information regarding the status of an application can be obtained from the 
(PAIR) system. Status information for published applications may be obtained from either 
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Private PAIR or Public PAX. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, please feel 
free to contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




3/10/2006 




C, LUKE GftLIGAN 
PATENT EXAMINER 



